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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
04/15/2008 has been entered. 

Applicants amendments to the claims filed 04/15/2008 have been entered; 
applicants have amended claims 1,2,5,6,7,16 and 17 and cancelled claims 3,9,15 and 
18-20. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a whtten description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 7-8,10-14 and 16-17 rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. Specifically the examiner could not 
find support within the specification for the new limitation found within claim 7 which 
states that the mixture is suspended in a non-aqueous solution. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-2,4-8,10-12,14 and 16-17 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Scott et al. (WO 01/28524 A1, cited previously). Regarding the new 
limitation within claim 7 that the mixture is obtained in a non-aqueous solution, as noted 
above this new limitation is considered new matter and thus the examiner applied the 
Scott reference to what material was enabled for the suspension, which was simply a 
solution. If applicants can show support for the new limitation the examiner will withdraw 
the rejection below over claim 7 and all its dependent claims. 

Scott teaches sustained release microspheres and the method to produce them, 
the microspheres are comprised of a macromolecule (including therapeutic proteins), a 
water soluble polymer, and preferably a complexing agent (including sulfated dextran, 
heparin and chondroitin), the microparticle could further be coated by compounds such 
as fatty acids and lipids. See pag 1 lin 1-pag 15 lin 21, pag 19 lin 26-pag 26 lin 15, pag 
28 lin 6-pag 30 lin 4 and claims 1-3,8-9 and 16-23. Regarding the new limitation within 
claim 1 that states the sulfated polysaccharide and protein are encapsulated within a 
matrix of hydrophobic material, since Scott teaches the same hydrophobic compounds 
such as fatty acids to coat the microparticle as applicants, the examiner considers the 
limitation met. Regarding the new limitations within claims 1 and 7 that the pH of the 
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mixture of proteins and sulfated polysaccharide is lower than the isoelectric point of the 
protein, since the sulfated polysaccharides and proteins of Scott are within the scope of 
applicants claimed invention it is inherent that the combination of the protein and 
sulfated polysacharide will have the same isoelectric point which is lower than just the 
protein alone. Regarding the limitations in claim 4 and 10, the sulfated polysaccharides 
used in the examples are within applicants claimed range. See examples. Regarding 
claims 7 and 2 Scott teaches making the microparticles by mixing the ingredients (drug, 
water-soluble polymer and complexing agent) in an aqueous solution and then 
collecting the microparticles by centrifuging. 

Claims 1-2,4-8,1 0-1 4and 16-17 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Straub et al. (US 6,932,983 B1). 

Straub teaches porous drug matrices and the methods of manufacturing, 
preferably the matrix is in the from of a microparticle. The matrix could incorporate 
numerous drugs including therapeutically useful proteins which themselves could be 
encapsulated by a pegylated phospholipid. See abstract, col 2 lin 66-67. The matrix 
itself was comprised of excipients (preferably in amounts less than 80%) including 
hydrophilic polymers such as dextran sulfate, sugars (including preferably mannitol and 
lactose, which as defined by applicants are protein stabilizers) and wetting agents which 
included stearic acid, wax and sorbitan fatty acid esters such as TWEEN (meeting 
applicant's claimed hydrophobic material). See col 7 lin 4-5,col 8 lin 25-col 9 lin 32. 
Regarding the new limitations within claims 1 and 7 that the pH of the mixture of 
proteins and sulfated polysaccharide is lower than the isoelectric point of the protein. 
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since the sulfated polysaccharides and proteins of Staub are within the scope of 
applicants claimed invention it is inherent that the combination of the protein and 
sulfated polysacharide will have the same isoelectric point which is lower than just the 
protein alone. The porous drug matrix was made by dissolving a drug in a low volatile 
solvent, adding a pore forming agent with the drug agent to form an emulsion, 
suspension or second solution and removing the solvent preferably by spray drying. The 
excipients which include the hydrophilic polymers, sugars and wetting agents described 
above can be added to the drug solution, the pore forming agent or both during 
production. See abstract, col 8 lin 36-38 and col 1 1 lin 49-col 13 lin 12. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-2,4-8,10-14 and 16-17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Scott et al. (WO 01/28524 A1). 

Scott is disclosed above. While Scott discloses a method to remove liquid form 
the macromolecule polymer mixture the patent is silent within the detailed description 
and examples on removing the liquid by spray/freeze drying. However it is disclosed 
within the background of the invention that many techniques are routinely used to make 
microparticles from synthetic and natural polymers including spray drying. Thus it would 
have been prima fascia obvious to the skilled artisan that spray drying could be used to 
dry the microparticles of the Scott invention. From the disclosure within the background 
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information spray drying was an already well-known and routine technique to dry 
particles, thus the limitation is obviously met by the disclosure. 

Claims 1-2,4-8,10-14 and 16-17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Scott et al. (WO 01/28524 A1 ) in view of Straub et al. (US 6,932,983 
B1 ). It is noted by the examiner that this rejection is only made to address the limitation 
discussed above that was deemed to be "new matter", however if applicants can show 
that the new limitation is supported within the specification it would be obvious for the 
reasons disclosed below. 

Scott is disclosed above. Scott is silent on forming the microspheres described 
therein in a non-aqueous solution. Staub is disclosed above. Staub is used primarily for 
the disclosure within that it was already well known in the art at the time of applicants 
claimed invention to form microparticles in a non-aqueous environment. One of ordinary 
skill in the art at the time of applicants claimed invention would have a reasonable 
expectation of success in using the methods to make microparticles disclosed within 
Staub and substitute them for the methods described in Scott because both references 
pertain to the same field of endeavor, drug loaded microparticles. Thus the methods 
described in both references could be assumed by one of ordinary skill in the art to be 
interchangeable since they produce the same type of product. Thus the claimed 
invention would have been prima facie obvious since all the claimed elements were 
known in the prior art and one skilled in the art could have combined the elements as 
claimed by known methods with no change in their respective functions and the 
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combination would have yielded predictable results to one of ordinary skill in the art at 
the time of the invention. 

Claims 1-2,5-8,11-14 and 16-17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Edwards et al. (US 5,985,309). As noted above by the examiner if 
applicants can show support for the new limitation that the preparation could be done in 
a non-aqueous solution the examiner will withdraw the rejections over claim 7 and all its 
dependent claims. 

Edwards discloses micronized particles for inhalation, the particles incorporate a 
surfactant and/or hydrophobic complex of a positively or negatively charged therapeutic 
agent (including proteins) in combination with a charged molecule of opposite charge, a 
self described complex forming material (including dextran-sulfate). See abstract, col 11 
lin 63-15 and col 26 lin 10-19. Edwards also discloses that the particle material can be 
manufactured from fatty acids, the surfactants included phospholipids and fatty acids 
and other excipients such as sugars (including lactose) could also be included in the 
composition. See col 5 lin 50-col 7 lin 64. Edwards further describes various methods to 
produce the particles. See col 8 lin 6-col 9 lin 35. 

Claims 1-2,4-8,10-14 and 16-17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Edwards et al. (US 5,985,309) in view of Straub et al. (US 6,932,983 
B1). It is noted by the examiner that this rejection is only made to address the limitation 
discussed above that was deemed to be "new matter", however if applicants can show 
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that the new linnitation is not new matter the limitation would still be obvious for the 
reasons disclosed below. 

Edwards is disclosed above. Edwards is silent on forming the particles described 
therein in a non-aqueous solution. Staub is disclosed above. Staub is used primarily for 
the disclosure within that it was already well known in the art at the time of applicants 
claimed Invention to form microparticles in a non-aqueous environment. One of ordinary 
skill in the art at the time of applicants claimed invention would have a reasonable 
expectation of success in using the methods to make microparticles disclosed within 
Staub and substitute them for the methods described in Edwards because both 
references pertain to the same field of endeavor, drug loaded microparticles. Thus the 
methods described in both references could be assumed by one of ordinary skill in the 
art to be interchangeable since they produce the same type of product. Thus the 
claimed Invention would have been prima facie obvious since all the claimed elements 
were known In the prior art and one skilled in the art could have combined the elements 
as claimed by known methods with no change in their respective functions and the 
combination would have yielded predictable results to one of ordinary skill in the art at 
the time of the invention. 

Conclusion 

No claims are allowed. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to James W. Rogers, Ph.D. 
whose telephone number is (571) 272-7838. The examiner can normally be reached on 
9:30-6:00, M-F. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 



